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Applicants' Amendment filed April 30, 2008 is acknowledged. Claims 4, 21 and 
23-26 are canceled. Accordingly, claims 1-3, 5-20, 22 and 27-29 are pending. 

The subject matter under consideration remains those agents for treating an 
inflammatory bowel disease comprising a combination of sulfasalazine and 5, 3-{-3[3-(4- 
chloro-2-cyanophenoxy)-2(S)-isopropoxy]phenyl}-2(S)-isopropoxypropanoic acid, claims 
1-3, 5-10, 16, 17, 19, 20 and 22. The subject matter under consideration remains 
entirely drawn to composition claims. Claims 11-15, 18 and 27-29 remain withdrawn 
from consideration by the Examiner, 37 CFR 1.142(b), as drawn to non-elected subject 
matter. 

Objections or rejections that are not herein reiterated are withdrawn. The 
following objections and rejection constitute the only objections and rejection applied to 
the present claims. 

The disclosure is objected to for the following informality: The agent in claims 1- 
3, 5-10, 16, 17, 19, 20 and 22 represents a chemically, physically or biologically active 
principle or entity. In this case the agent is a discrete combination of two different 
compounds. Claim 22 appears to be directed to administration of compound a and 
compound b. The agent, however, is the mixed combination and separate 
administration cannot apply. 

Appropriate correction is required. 

Claims 4 and 19-22 were objected to in the last Office Action under 37 
CFR 1 .75(c), as being of improper dependent form for failing to further limit the subject 



Application/Control Number: 10/549,321 Page 3 

Art Unit: 1614 

matter of a previous claim. It was asserted intended use (recited in claims 19 and 20) 
confers no patentable weight to composition claims. 

Applicants traverse the objection and request further reasoning. 

The subject matter of claim 22 is directed to the combination of compound (a) 
and(b). The separation of the two compounds, as in the distinct administration of one 
andthen the other, does not find proper antecedent basis in claim 1, from which it 
depends. 

The claimed agent is a finite entity with specific chemical and physical 
properties. Whether that agent is to be administered to treat ulcerative colitis (claim 19) 
or Crohn's disease (claim 20), no further limitation relating to the agent's properties is 
noted. 

The objection of claims 19, 20 and 22 is maintained. 

Claims 1-10, 16, 17 and 19-23 were rejected under 35 U.S.C. 103(a) in the last 
Office Action as being unpatentable over The Merck Manual , in view of Matsuura et al., 
US 2004/01 02634. It was asserted The Merck Manual clearly teaches combination 
therapy for the treatment of inflammatory bowel diseases, such as Crohn's disease and 
ulcerative colitis. The aminosalicylic acid derivative, sulfasalazine, is a part of 
recognized drug protocols for both bowel diseases. See, in particular, pages 306 and 
310-31 1 . Matsuura teaches the administration of the elected specie compound, 3-{-3[3- 
(4-chloro-2-cyanophenoxy)-2(S)-isopropoxy]phenyl}-2(S)-isopropoxypropanoic acid, 
specifically to treat ulcerative colitis and Crohn's disease. See Example 323, page 115, 
and page 189, claim 57. 
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Applicant argues the present invention has achieved unexpected results that 
rebut any asserted prima facie case of obviousness. Reference is made to the Example 
and Tables 1-5 in the instant specification wherein the combinations of 1) a PPARy 
agonist compound - that is not the elected specie - and sulfasalazine, and, 2) the 
combination of the same PPARy agonist compound and cyclosporine, show superior 
and unexpected medicinal effects. 

The showing on page 47 of the specification is clearly not commensurate in 
scope with the subject matter under consideration , i.e., the combination of sulfasalazine 
and 5, 3-{-3[3-(4-chloro-2-cyanophenoxy)-2(S)-isopropoxy]phenyl}-2(S)- 
isopropoxypropanoic acid in a colitis model. 

Thus in the absence of a showing of unexpected results commensurate in 
scope with the claims, it would have been prima facie obvious to one of ordinary skill in 
the art at the time the invention was made to combine the aminosalicylic acid derivative, 
sulfasalazine, and 3-{-3[3-(4-chloro-2-cyanophenoxy)-2(S)-isopropoxy]phenyl}-2(S)- 
isopropoxypropanoic acid for the treatment of inflammatory bowel diseases. 

In view of the combined teachings of The Merck Manual and Matsuura, the 
skilled artisan in formulation chemistry would have been motivated to prepare a 
combination agent comprising sulfasalazine and 3-{-3[3-(4-chloro-2-cyanophenoxy)- 
2(S)-isopropoxy]phenyl}-2(S)-isopropoxypropanoic acid to treat ulcerative colitis or 
Crohn's disease. The prior art ( Merck ) is very clear that it is beneficial to combine drugs 
in order to provide an efficacious treatment modality for patients suffering from 
inflammatory bowel diseases. 
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No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this Final Action and the Advisory Action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the Advisory Action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the Advisory Action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this Final Action. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached from 10:30 to 7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel, can be reached 571-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



August 14, 2008 



/Phyllis G. Spivack/ 
Primary Examiner, Art Unit 1614 



